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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Where values can vary depending on the basis for their determination, the 
claimed subject matter may be indefinite. See Honeywell Intl. v. Intl. Trade Commn. , 
341 F.3d 1332, 1340 (Fed. Cir. 2003). (Holding that, where a claimed value varies with 
its method of measurement and several alternative methods of measurement are 
available, the value is indefinite when the claim fails to concurrently recite the method of 
measurement used to obtain it). Accordingly, the values recited by instant claims 6 and 
7 are incomplete insofar as they do not specify the frame of reference used to measure 
them, e.g., having a crystalinity of 50% to 90%. 

In order to overcome this ground of rejection the examiner recommends a 
crystallinity of 50% to 90% based on the weight of the crude ergosterol in solution, 
(inserting the parameters by which the weight is measured) 
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Based on the above reasoning, the instantly claimed percentage values in claims 
13, 15 and 16 are indefinite insofar as the total against which they are computed is not 
provided, e.g., "based on the weight of the crude ergosterol in solution". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1) Claims 1, 3, 4, 6, and 7 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Knol (US 2,536,753). 

Knol teaches a method of recovering and purification of sterols. (See col. 1 , lines 
1-3.) Ergosterol is dissolved in iso-octate; water is added yielding 90% ergosterol 
precipitate. (See col. 7, lines 29-37.) They mention that ergosterol is isolated from 
yeast, as per claim 3. (See col. 9, lines 1-8.) 

The reference anticipates the claims insofar as it teaches a method of separating 
ergosterol from a water-insoluble organic solvent by supplying water to said solution 
and precipitating ergosterol. 

2) Claims 1-3, 6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bills (US 1,842,929). 
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Bills teach a method of preparing ergosterol, where ergosterol is extracted from 
saponification of yeast fat. (See col. 1 , lines 37-40, and col. 2, lines 65-92.) Water is 
added to the saponification mixture to precipitate ergosterol. (See ibid.) The water was 
added to such an extent as not to incomplete precipitation, as per claim 2. (See col. 2, 
lines 78-87.) The purification process was set forth in application serial number 355,440 
also US Patent 1,775,548. (See col. 3, lines 15-20.) The purifying process from that 
reference demonstrated crystallized product of ergosterol, which amounted to 60% of 
the original crude ergosterol. (See col. 2, lines 85-97 of US Patent 1,775,548.) 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



1) Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Knol 
(supra) as applied to claims 1 , 3, 4, 6, and 7 above, and further in view of Bills (supra). 

Knol, taught above, differs from the instant claim 2 insofar as it is silent as to the 
phase separation between the water-insoluble organic solvent and water. 

It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to adjust the water such that no phase separation occurs, 
motivated by the teaching of Bills that success of precipitation of ergosterol depends on 
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the correct amount of water (see col. 2, lines 78-87.) Bills teaches that too much water 
will hold the ergosterol partly in colloidal suspension, while too little water will cause 
incomplete precipitation. (See ibid.) 

2) Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Knol 
{supra) as applied to claims 1 , 3, 4, 6, and 7 above, in view of Bills {supra) and in further 
view of Nimberger et al., (US 5,498,138). 

Knol, differs from the instant claim 5 insofar as it does not teach wherein the 
water supply is conducted by continuously or intermittently moisturizing a gas phase 
portion within an apparatus for precipitating ergosterol. 

It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to supply water as in claim 5, motivated by the teaching of Bills 
that correct amount of water is important for precipitation. Claim 5 describes supplying 
water through a fluid regulator, which monitors the amount of water administered. See 
Nimberger et al. at abstract for example of fluid regulator. It would have been obvious 
to use the fluid regulator to ensure that the right amount of water is used for the 
precipitation of ergosterol from the organic solution of Knol. Such a device would be 
useful in an apparatus for mass production of ergosterol. 

3) Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bills 
{supra) as applied to claims 1-3, 6 and 7 above, in view of Nimberger et al., (US 
5,498,138). 
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Bills, differs from the instant claim 5 insofar as it does not teach wherein the 
water supply is conducted by continuously or intermittently moisturizing a gas phase 
protion within an apparatus for precipitating ergosterol. 

It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to supply water as in claim 5, motivated by the teaching of Bills 
that correct amount of water is important for precipitation. Claim 5 describes supplying 
water through a fluid regulator, which monitors the amount of water administered. See 
Nimberger et al. at abstract for example of fluid regulator. It would have been obvious 
to use the fluid regulator to ensure that the right amount of water is used for the 
precipitation of ergosterol from the organic solution of Knol. Such a device would be 
useful in an apparatus for mass production of ergosterol. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WALTER E. WEBB whose telephone number is 
(571)270-3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on (571) 272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



